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1 SCOPE

This manual follows the requirements specified by ANSI-ASQ National Accreditation Board (ANAB),
which is based on the ISO/IEC 17025:2017 standards and the 2017 ANAB ISO/IEC 17025:2017 —
Forensic Science Testing and Calibration Laboratories Accreditation Requirements (AR 3125).

This Physical Evidence-Forensic Serology Unit Quality Manual is written specifically for the analysts
working in the Physical Evidence Section that perform analysis in Body Fluid Identification.

Evidence selection for analysis is based on the analyst’s training and experience.

This manual follows the outline of the ASCL Quality Manual (ASCL-DOC-01).

Other Supporting Manuals include:

= ASCL Personnel Handbook (ASCL-DOC-02) includes State, Federal, and ASCL policies

= ASCL Health and Safety Manual (ASCL-DOC-08) contains safety and environmental compliance

policies and information
= Serology Training Manual (SER-DOC-02)

1.1 INTERNATIONAL STANDARD: GENERAL REQUIREMENTS

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding the International
Standard: General Requirements.

1.2 INTERNATIONAL STANDARD: SCOPE

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding the International
Standard: Scope.

1.2.1 ANAB PROGRAM
See ASCL Quality Manual (ASCL-DOC-01) for general information regarding the ANAB program.

The Arkansas State Crime Laboratory is accredited through ANAB in the disciplines and categories
of testing listed in its scope. The Serology Unit scope is listed in the ASCL Quality Manual (ASCL-
DOC-01).
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2 NORMATIVE REFERENCES

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding normative references.
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3 TERMS AND DEFINITIONS

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding terms and definitions.

In addition to the terms and definitions listed in the ASCL Quality Manual (ASCL-DOC-01), terms
commonly used in the Forensic Serology Unit are listed below.

SEXUAL ASSAULT KIT

A set of items used by medical personnel for gathering and preserving physical evidence following
an allegation of sexual assault or rape.

SEMEN

The entire male ejaculate, typically including sperm cells and secretions from various glands in the
male reproductive system.

SPERM CELLS (SPERMATOZOA)
Reproductive cells originating from the testes of a male individual.

Note: Spermatozoa will not be present in semen from males with azoospermia or from males that
have undergone successful vasectomies.

P30 (AKA PROSTATE SPECIFIC ANTIGEN)

A protein produced by the male prostate gland which is expelled as one of the components of
semen.

BLOOD

A specialized body fluid composed of plasma and cells (red blood cells containing hemoglobin,
white blood cells, and platelets).

SUBSTRATE CONTROL

A sample collected from a non-stained area of an item of evidence.

PRESUMPTIVE (SCREENING) TEST

A preliminary screening test that is very sensitive, but not entirely specific to a certain body fluid.
Examples: Phenolphthalein Blood Indicator Test and BCIP (Acid Phosphatase) Screening Test

CONFIRMATORY TEST

A test that establishes the identity of a specific biological material or body fluid.

Examples: Takayama Blood Test, ABAcard® HemaTrace® test, Microscopic Identification of
Spermatozoa, and the SERATEC® PSA Semiquant test
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TAPE LIFTS

Adhesive tape used to lift hairs, fibers, cellular materials, and other foreign materials from the
surface of evidence.

COMMONLY USED ABBREVIATIONS

= NOVN - nothing of value noted

= TL - tape lift

= SASAEC - State of Arkansas Sexual Assault Evidence Collection
®= QNS - quantity not sufficient

= ANPT - all necessary precautions taken

= B-blood

= S-semen

= T -touch or transfer DNA

= ASNE - also submitted, not examined

Note: A Master Abbreviation List for the Serology Unit (SER-DOC-03) can be viewed on Qualtrax®.
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4 GENERAL REQUIREMENTS

4.1 IMPARTIALITY

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding impartiality.

4.2 CONFIDENTIALITY
See ASCL Quality Manual (ASCL-DOC-01) for general information regarding confidentiality.

Investigative information may not be released until after a technical review has been completed.
However, one exception in the Physical Evidence-Forensic Serology Unit Quality Manual allows
release of such information after an independent verification: The verification of sperm cells by a
qualified analyst.

4.2.1 STATUTE

Case information at the ASCL is controlled by state statute (§ 12-12-312). This includes all case
information obtained or created during the performance of laboratory activities.

Records, files, and information kept, obtained, or retained by the ASCL are privileged and
confidential. However, the ASCL shall grant access to records pertaining to a defendant’s criminal
case to:

=  the defendant,

= the public defender or other attorney of record for the defendant,

= the prosecuting attorney or deputy prosecuting attorney having jurisdiction over the criminal
case, and

=  to another party at the direction of
= acourt of competent jurisdiction, or
= the prosecuting attorney having criminal jurisdiction over the case

Customer agencies that have made the necessary arrangements with the ASCL are granted secure
access to JusticeTrax® iResults, where they may check on the status of their laboratory requests and
view completed reports for their agency. JusticeTrax® access is secured by username/password.

Investigative information may not be released until after a technical review has been completed.
Final results, conclusions, or reports will be released only after a technical and administrative
review of the case file has been completed and documented.

! Sperm cell identification/verification is the only exception to this in Serology.
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4.2.2 THIRD-PARTY RELEASE

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding third-party release.

4.2.3THIRD-PARTY SOURCE

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding third-party source.

4.2.4SCOPE OF CONFIDENTIALITY

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding scope of confidentiality.
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5 STRUCTURAL REQUIREMENTS

5.1 ESTABLISHMENT

Act 517 of 1977 established the Arkansas State Crime Laboratory (ASCL) via A. C. A. § 12-12-301.

5.2 MANAGEMENT

The Arkansas State Crime Laboratory is managed by the Director, who has overall responsibility for
the laboratory.

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding labwide management.

5.2.1 OTHER STAFF (PHYSICAL EVIDENCE-FORENSIC SEROLOGY UNIT
STAFF)

5.2.1.1 PHYSICAL EVIDENCE SECTION CHIEF
QUALIFICATIONS

The position requires a minimum of a baccalaureate or an advanced degree in a chemical, physical,
or biological science, or forensic science plus five years of experience in a forensic laboratory. Other
job-related education and/or experience may be substituted for all or part of these basic
requirements upon approval of the Assistant Director. The Physical Evidence Section Chief or
designee (e.g., a Quality Manager or a Technical Leader) will have the appropriate technical training
and experience in all disciplines encompassed by the section.

AUTHORITIES AND RESPONSIBILITIES

®= The Physical Evidence Section Chief is under administrative direction and is responsible for
directing the activities of the Physical Evidence Section. The Physical Evidence Section Chief has
overall responsibility for the technical operations and the provisions of the resources needed to
ensure the required quality of laboratory operations.

= Supervises a professional staff of Serologists and Trace Evidence Analysts by interviewing and
recommending for hire; training or providing training opportunities; assigning and reviewing
work; and evaluating the performance of incumbents.

= Coordinates section activities by reviewing, prioritizing, and assigning new cases; providing
assistance to staff in regard to appropriate testing methods and findings; and reviewing
selected final reports.
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= Reviews investigator's summary sheet to become familiar with the details of the crime, reviews
items submitted to determine appropriate testing methods, and assigns cases to appropriate
personnel.

= Conducts a series of analytical tests, prepares reports of findings and conclusions, and testifies
in court as an expert witness.

= Writes articles, presents training, and provides consultation to law enforcement officers,
prosecutors, defense attorneys, and other public officials on crime scene investigation and
methods of collecting, transporting and preserving, evidence to ensure its integrity and
maintenance of the chain of custody.

= Researches scientific literature and exchanges information with peers in other states in order to
stay abreast of the latest scientific advances in the analysis of criminal evidence and/or
determine the best method of testing a particular piece of evidence.

=  Performs administrative duties by preparing activity reports, inventory reports; maintaining
employee history information and equipment maintenance logs; requisitioning supplies and
equipment; and researching and recommending policies/procedures.

= Assists law enforcement agencies with on-site crime scene investigations after gaining approval
from the Director or the Assistant Director. Any assistance provided is under the direction of
the law enforcement agency in charge of the crime scene.

= Performs related responsibilities as required or assigned.

= May delegate duties as required.

= Ensures compliance with the requirements specified by ANSI-ASQ National Accreditation Board
(ANAB), which is based on the ISO/IEC 17025:2017 standards and the 2017 ANAB ISO/IEC
17025:2017 — Forensic Science Testing and Calibration Laboratories Accreditation
Requirements (AR 3125).

= Appoints deputies for key management personnel when the section chief will be absent for 3
days or longer. All affected personnel shall be notified.

= Ensures that employees are notified of their responsibilities and expectations concerning the
objective of the ASCL quality system and provide feedback on actual job performance.

= Conveys information concerning the quality system to Physical Evidence analysts.

WORKING RELATIONSHIPS

= The Physical Evidence Section Chief has regular contact with other laboratory sections, law
enforcement officials, attorneys, criminal/civil court personnel, and peers in other states.

SPECIAL JOB DIMENSIONS

= The Physical Evidence Section Chief will experience frequent exposure to hazardous, toxic,
repulsive, and/or infectious materials. Occasional in or out-of-state travel and on-call duty are
required.
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5.2.1.2 FORENSIC SEROLOGIST

QUALIFICATIONS

The position requires a minimum of a baccalaureate or an advanced degree in a chemical, physical,
or biological science, or forensic science.

AUTHORITIES AND RESPONSIBILITIES

= Reviews investigator's summary information to become familiar with the details of the crime
and examines items of evidence to determine appropriate testing methods.

= Conducts a series of analytical tests to identify biological fluids and locate areas that may be
suitable for DNA testing. Hairs and fibers (tape lifts) may be collected for future analyses.

=  Prepares reports of findings and conclusions for submission to legal authorities and courts of
law.

= Testifies in court as an expert witness on the analysis of evidence and conclusions reached.

= Writes articles, presents training, and provides consultation to law enforcement officers,
prosecutors, defense attorneys, and other public officials on crime scene investigation
concerning methods of collecting, transporting, and preserving evidence to ensure its integrity
and maintenance of the chain of custody.

= Researches scientific literature and exchanges information with peers in other states in order to
stay abreast of the latest scientific advances in the analysis of criminal evidence and/or
determine the best method of testing a particular piece of evidence.

= Assists law enforcement agencies with on-site crime scene investigations after gaining approval
from the Physical Evidence Section Chief. Any assistance provided is under the direction of the
law enforcement agency in charge of the crime scene.

= Performs related responsibilities as required or assigned.

WORKING RELATIONSHIPS

= The Forensic Serologist has regular contact with other laboratory sections, law enforcement
officials, attorneys, and peers in other states.

SPECIAL JOB DIMENSIONS

= Forensic Serologists will experience frequent exposure to hazardous, toxic, repulsive, and/or
infectious materials. Occasional in or out-of-state travel and on-call duty are required.

5.2.1.3 FORENSIC SEROLOGY UNIT QUALITY MANAGER

The Forensic Serology Unit will have a Quality Manager. The individual will be responsible for
ensuring that the management system related to quality is implemented and followed at all times.

Other responsibilities include, but are not limited to:
®= Maintaining and updating Serology Unit manuals and documents.
= Monitoring section practices to verify continuing compliance with policies and procedures.
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®=  Maintaining and evaluating unit maintenance records and periodically assessing the adequacy
of report review activities.

= Ensuring the proper validation of new technical procedures.

= Performs QC on purchased reagents and supplies, when applicable

= Conducts performance checks when needed

= Maintains key log

5.2.1.4 FORENSIC SEROLOGY UNIT TRAINING OFFICER

The Forensic Serology Unit will have at least one Training Officer. The individual(s) will be
responsible for ensuring that all newly-hired analysts (as well as any analysts undergoing cross-
training in Serology) receive the proper training required for independently functioning as a
Forensic Serologist.

Other responsibilities include, but are not limited to:

= Preparing practice cases for serological testing.

= Monitoring the trainee’s progress and adjusting the length of the training program if
deficiencies are observed. Should concerns arise, they should be communicated to the Physical
Evidence Section Chief.

= Providing feedback to the trainee throughout the training program.

=  Preparing competency exam items for serological testing.

®=  Administering and grading quizzes.

5.2.1.5 FORENSIC SEROLOGY UNIT HEALTH AND SAFETY MANAGER

The Forensic Serology Unit will have a Health and Safety Manager. The individual will be
responsible for ensuring that the management system related to health and safety is implemented
and followed at all times.

Other responsibilities include, but are not limited to:

= Conducting monthly safety inspections and ensuring that proper practices and procedures are
being followed within the designated area.

= Maintaining records of any safety incidents within the designated area.

= Maintaining a current copy of the SDSs used within the designated area.

= Working with the labwide Health and Safety Manager to seek ways to improve the safety
program.

5.3 SCOPE OF LABORATORY ACTIVITIES-SEROLOGY UNIT

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding scope of laboratory
activities for the Serology Unit.
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This Physical Evidence - Forensic Serology Unit Quality Manual is written specifically for the analysts
working in the Forensic Serology Unit and performing analyses in the following areas:

= Body Fluid Identification
= (Collection of Hairs and Fibers
= Collection of Stains for Further Testing

Every case is unique and must be evaluated by the individual examiner. Neither all of the possible
analyses encountered nor decisions to be made in casework can be appropriately covered in a
procedure manual nor can all of the possible variations be described. This quality manual is written
to serve as a guideline for a majority of casework encountered in the Serology Unit and to help the
analyst choose the best analytical scheme for the evidence submitted.

5.4 NORMATIVE DOCUMENTS

This manual follows the requirements specified by the ANAB Accreditation Program, which
includes conformance to:

= Arkansas Code Annotated (A.C.A.) 12-12-301 through 12-12-326

= SO/IEC 17025:2017 (General requirements for the competence of testing and calibration
laboratories)

=  ANAB AR 3125 (ISO/IEC 17025:2017 Forensic Testing and Calibration Laboratories Accreditation
Requirements)

= Labwide and Physical Evidence-Forensic Serology Unit Quality Manuals

= Labwide and Physical Evidence-Forensic Serology Unit Section Training Manuals

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding normative documents.

5.5 LABORATORY OPERATIONS

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding laboratory operations.

5.6 QUALITY MANAGEMENT

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding quality management.

5.7 MANAGEMENT SYSTEM COMMUNICATION AND INTEGRITY

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding management system
communication and integrity.
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6 RESOURCE REQUIREMENTS

6.1 GENERAL

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding resource requirements.

6.2 PERSONNEL

6.2.1 GENERAL
See ASCL Quality Manual (ASCL-DOC-01) for general information regarding personnel.

6.2.2 COMPETENCE REQUIREMENTS
See ASCL Quality Manual (ASCL-DOC-01) for general information regarding competence

requirements.

6.2.2.1 FORENSIC SEROLOGIST EDUCATIONAL REQUIREMENTS

Analysts who authorize results, opinions and/or interpretations in the Forensic Serology Unit shall
meet these minimum educational requirements:

Discipline = Minimum Educational Requirement

Biology A baccalaureate or an advanced degree in a chemical, physical, or biological science,
or forensic science

6.2.2.2 TRAINING PROGRAM

The Forensic Serology Unit training program is detailed in the Serology Training Manual (SER-DOC-

02). The training program covers all aspects of training, to the extent necessary, based on the job
function. Analysts-in-training will only be allowed to handle case evidence and conduct serological
testing while under supervision by a qualified serologist after their training manual has been signed
off on in key areas of the training modules which covers those tasks.

The Forensic Serology Unit training program requires analysts-in-training to work with qualified
analysts on a daily basis for a minimum of six months?. Additional time may be required of specific
employees.

Note: Itis understood that interruptions (e.g., court testimony, illness) may limit the analysts’ daily

2 Occasionally, less time may be required based on an analyst’s previous training or if partial serology training
is planned. These exceptions will be authorized by the Physical Evidence Section Chief and documented in the
Serology Training Manual.
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availability to the trainee. The training officer should be mindful of the total quantity of interrupted
days in regard to the six month minimum time frame required for training and extend the end date
of training accordingly if substitute trainers could not be arranged on those affected days.

Serologists-in-training will begin by observing casework with a qualified analyst. The serologist will
be instructed in the following areas during his or her training:

= Evidence assessment

= Hair and fiber collection

= Alternate light source (ALS) use
= Stain collection

= Collection of samples for transfer
= Blood examination

=  Semen examination

= Report writing

The serologist-in-training will be instructed in the following components of evidence assessment:

= Assessment of the information provided by the customer

= Assessment of the evidence submitted for examination in light of the information provided

= Determining whether the evidence submitted may have probative value for testing by other
sections

=  Ensuring the integrity of evidence for testing by other sections such as, but not limited to,
Latent Prints, Trace Evidence, and Firearms and Tool Marks

DNA ANALYST SHADOWING

When a DNA analyst shadows Serologists as part of the DNA training program, they shall be
administered a competency examination by the Serology Training Officer before being allowed to
handle case evidence or conduct testing on case evidence under the supervision of a qualified
serologist. Copies of this examination documentation will be kept in the DNA analyst’s training
binder as well as on the S: drive in Serology.

ADDITIONAL TRAINING

The training program shall include the application of ethical practices in forensic science, a general
knowledge of forensic science, and applicable criminal and civil law procedures.

Serologists-in-training will be evaluated through observation, practice testing, and verbal
questioning by the training officer(s), other analysts, and the Physical Evidence Section Chief.

The Serology Training Manual (SER-DOC-02) states objectives, specific reading requirements, tasks,
and practical exercises for analysts to complete during the training period.

Upon completion of the training program, the serologist-in-training will demonstrate his or her
competency in Serology by completing the following tasks:
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1) Take a written exam to demonstrate his or her knowledge of proper evidence handling,
serological testing, and the analytical procedures used in serological testing.

2) Perform an examination of unknown samples3, which are representative of evidence
encountered in casework, to demonstrate his or her proficiency in the following areas
(where applicable):

= Evidence assessment

= Hair and fiber collection

= ALSuse

= Stain collection

= Collection of samples for transfer

= Blood examination

= Semen examination

= Report writing

= Participate in moot court proceedings

MOOT COURT

Serologists-in-training participate in, at minimum, one moot court proceeding. Additional moot
court proceedings are conducted when deemed necessary by the Physical Evidence Section Chief.

NEW PROCEDURE TRAINING

Should new procedures be implemented, training shall be documented for existing employees.
Training shall include observation of the method and, if appropriate, a proficiency test
administered. Both observation and completion of a proficiency test shall be documented in the
employee’s training binder.

Records of training will be kept in the employee’s training binder. Records of authorizations will be
maintained in the Personnel tab in Qualtrax®.

6.2.3 COMPETENCE OF STAFF

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding the competence of staff.

The Physical Evidence Section Chief ensures the competence of all personnel to perform the tasks
for which they are responsible, and to evaluate the significance of any deviations from policy
and/or procedure.

3 Known as a competency test
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6.2.3.1 COMPETENCY TESTING

All serologists who perform testing* are competency tested. This competency test includes practical
examination(s) of an unknown sample (or samples) that cover the spectrum of anticipated testing
tasks. Competency testing may be conducted on a single task or a group of tasks, as appropriate.

For laboratory personnel whose job responsibility includes report writing, a competency test shall

include, at a minimum:

®  Practical examination of sufficient unknown samples to cover the anticipated spectrum of
assigned testing tasks, to evaluate the individual’s ability to properly perform analysis

= A written report to demonstrate the individual’s ability to properly convey results and/or
conclusions and the significance of those results and/or conclusions

= A written or oral examination to assess the individual’s knowledge of the discipline, category of
testing, or task being performed, and

= Moot court® to demonstrate the individual’s ability to properly convey and present results of
evidence in court

The intended result(s) of the competency test shall be achieved and documented prior to
performing the covered task(s) on actual items of evidence. This may be achieved in several ways,
including:

= Observed testing on a surrogate item®
= Written examination
=  QOral examination

The risk involved will be considered when determining the extent of the competency test.

6.2.3.2 COMPETENCY-TESTED ACTIVITIES

Competency testing for the following activities will be conducted and documented prior to these
actions being performed on evidence:

= Laboratory activities (testing and/or sampling)
= Analysis of results

= Review of results

= Authorization of results

= Verification of results

= Technical review

= Expressing an opinion or interpretation

*i.e., laboratory activities (analysis/examination of evidence) and/or analysis of results

5> The requirement for moot court may be waived for employees receiving training in additional categories of
testing within the same discipline

6 Such as a secondary standard or old proficiency test material
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EMPLOYEE DEVELOPMENT PROGRAM

Serologists participate in annual continuing education. This may include professional meetings,
staff development seminars, technical training courses, in-house technical meetings, courses and
seminars, or ASCL sponsored seminars and conferences. Continuing education may also be
achieved through online course/training offerings. Continuing education participation shall be
documented in Qualtrax®.

6.2.4 DUTIES, RESPONSIBILITIES, AND AUTHORITIES

The duties, responsibilities, and authorities of each position in the Forensic Serology Unit are
contained in section 5.2.1 of this manual.

6.2.5 PERSONNEL REQUIREMENTS

See ASCL Quality Manual (ASCL-DOC-01) for procedures and record retention information.

JOB DESCRIPTIONS

Current job descriptions for court-qualified analysts shall be maintained in Qualtrax®.

LITERATURE

Analysts and trainees are encouraged to read current literature regularly; a Literature Review Log
is located on the S: drive for Physical Evidence Section analysts and trainees to document their
survey of forensic literature.

6.2.6 AUTHORIZATIONS

The Physical Evidence Section Chief will authorize personnel to perform certain duties. Personnel
may not perform these duties without authorization, except during supervised training, when
applicable. These duties include:

= Performing testing activities
= Use of equipment (as applicable)
= Method development, modification, verification, and/or validation
=  Analysis of results, including:
= Statements of conformity
» Opinions/interpretations
= Reporting results
= Reviewing Results
= Authorizing results

Authorization documentation shall be part of the competency documentation and shall be dated
and signed by the Physical Evidence Section Chief upon completion of training and is maintained in
Qualtrax®. See (ASCL-FORM-62) Analyst & Technician Competency Authorization Documentation.
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Each Serologist’s Qualtrax® record shall also contain a curriculum vitae or résumé that includes
educational and professional qualifications, training, skills, and experience. The individual’s
Training Binder will contain all completed training records.

6.3 FACILITIES AND ENVIRONMENTAL CONDITIONS

6.3.1 GENERAL

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding facilities and
environmental conditions.

The Physical Evidence-Forensic Serology Unit performs laboratory activities at the Main Laboratory
which is located at 3 Natural Resources Drive, Little Rock AR 72205.

6.3.2 DOCUMENTATION

ENVIRONMENTAL CONDITIONS

Temperature can affect the quality of results when using certain reagents and critical supplies for
particular procedures in the Forensic Serology Unit. As a safeguard against unexpected
temperature fluctuations in the (normally climate controlled) Physical Evidence lab area(s) outside
of business hours, these reagents and supplies must be refrigerated when not in use. When
reagents and supplies need to be refrigerated, the temperature of the refrigeration unit will be
monitored, controlled, and recorded. Refer to Table 6 in section 6.4.4 of this manual.

Temperatures can also affect the quality and preservation of biological samples when they are
stored in airtight conditions (e.g., cuttings in closed DNA extraction tubes potentially developing
mold). Therefore, refrigerators used by the Forensic Serology Unit to store biological samples in
DNA extraction tubes must also be monitored, controlled, and recorded.

6.3.3 MONITORING RECORDS

The Forensic Serology Unit will monitor and record environmental conditions if:

= These conditions are specified in a method or procedure, or

®= The conditions influence the validity of results

= See SER-FORM-30 Instrument Maintenance and Temperature Log for each refrigerator
maintained by the Forensic Serology Unit for reagent, supply, and/or biological sample storage
and for each water bath maintained by the Forensic Serology Unit for acid phosphatase testing
(presumptive screening of suspected seminal stains). These forms are located in the Instrument
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Maintenance and Temperature Log Binders for each lab area where serological testing is
conducted.

= Refer to the individual reagent forms listed under the Physical Evidence-Serology Discipline
folder on Qualtrax® for any refrigeration requirements.

6.3.4 CONTROL OF FACILITIES
See ASCL Quality Manual (ASCL-DOC-01) for general information regarding the control of facilities.

6.3.4.1 ACCESS

See ASCL Quality Manual (ASCL-DOC-01) for general information regarding access.
Alocked key box is located within the Physical Evidence Section and the Physical Evidence Section

Chief and the Quality Manager(s) have access to the key box. A key log is maintained by the Quality
Manager(s) on the S: drive.

6.3.4.2 PREVENTION OF ADVERSE INFLUENCES

Forensic Serologists are responsible for taking the necessary measures to prevent contamination,
cross-contamination, interference, or adverse influences on laboratory activities.

CONTAMINATION PREVENTION PROCEDURES

The Serology Unit uses appropriate methods for all testing and evidence handling that meet the
needs of the customer which includes specific contamination prevention procedures. Refer to
section 9.1 for details.

6.3.4.3 SEPARATION

The Forensic Serology Unit’s laboratory areas are designed to ensure effective separation between
neighboring areas in which there are incompatible activities (e.g., examination of evidence from
different scenes, examination of evidence from different individuals). The Unit contains multiple
work areas for the examination of evidence (e.g., separate scrape-down rooms) which shall be used
for examination of such items as deemed necessary. Examinations shall be separated by location
and/or time when items are not from the same individual or are not from the same scene location.

6.3.5 EXTERNAL ACTIVITIES

When the Forensic Serology Unit performs laboratory activities at sites or facilities outside its
permanent control, it shall ensure that the requirements related to facilities and environmental
conditions of this document are met.
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6.4 EQUIPMENT

6.4.1 ACCESS

The Forensic Serology Unit has adequate equipment to perform all necessary testing. Details of
specific quality control measures on equipment that have a significant effect on the quality of test
results, if applicable, will be outlined in this manual.

6.4.2 OUTSIDE EQUIPMENT

If the Forensic Serology Unit must use equipment outside of its permanent control, it shall ensure
that the equipment meets the requirements of this section.

A successful performance verification is required for any equipment that has gone outside of the
direct control of the laboratory (e.g., for repair or preventive maintenance) before that equipment
may be returned to service. Documentation of these verifications will be maintained.

6.4.3 PROPER FUNCTIONING

The Forensic Serology Unit has procedures for equipment, when applicable, to ensure proper
functioning and prevent contamination or deterioration, including:

= Handling
=  Transport
= Storage

= Use

®=  Planned maintenance
See section 9 Serology Unit Test Methods for specific procedural information.

The Serology Unit has adequate equipment to perform the necessary testing. The equipment is
maintained by the personnel in the discipline who use it.

SEROLOGY EQUIPMENT

= Water Bath

= Alternate Light Source
= Centrifuge

= Oven

= View Box

= Refrigerator

= Microscope

= Analytical Balance
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=  pH Meter

®=  Ductless Hood

= Reference Materials (e.g., Blood and Semen Standards)

=  ABAcard® HemaTrace® (Critical Supply)

= SERATEC® PSA-Semiquant (Critical Supply)

® Chemicals and Reagents (See Qualtrax® and/or Serology Reagent Prep Logbook for
names/formulations.)

= Disposable pipets & glassware’

New employees shall be trained on the appropriate equipment during their training program, as
detailed in the Forensic Serology Unit Training Manual. The Physical Evidence Section Chief shall
authorize personnel to operate equipment (documented on Analyst & Technician Competency
Authorization Documentation, ASCL-FORM-62). This authorization documentation is maintained in
Qualtrax®. Only individuals who have been trained in the proper use of the equipment shall operate
it.

NEW EQUIPMENT

When new equipment requires a validation, appropriate personnel will be trained in its use. This
training will be documented and maintained in Qualtrax®.

Up-to-date instructions on the use and maintenance of the equipment shall be readily available for
use.

REAGENTS/CHEMICALS/CONTROLS (STANDARDS)

Reagents, chemicals, and controls (standards)® used by the Serology Unit are maintained and
quality controlled.

In addition, the following rules shall be followed:

= Jtems with a manufacturer-specified expiration date may not be used after that date without
documentation to support continued reliability.

= For items without a manufacturer-specified expiration date, dates will be based on experience,
industry standard, or scientific consensus.

= Appropriate logs must be maintained within each discipline for reagents and standards
(reference materials) used.

= Each analyst must ensure that the controls (standards), reagents, and chemicals used in their
analysis are of satisfactory quality.

=  Controls (standards), reagents, or chemicals that are determined not to be reliable must be
immediately removed from use.

7 Examples: graduated beakers and cylinders used to prepare serological reagents.
8 Examples of standards: Blood standard and semen standard used for daily QC checks. They may be referred
to as “positive controls” by serologists due to footer labeling on serological worksheets.
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Directions for the preparation of commonly used reagents are found in the Reagent Logbook

and on Qualtrax®.

6.4.3.1 REAGENT RECORDS AND LABELING

DOCUMENTATION AND LABELING

Reagents may be purchased or prepared. Minimum requirements for quality control of reagents are
outlined below.

PURCHASED REAGENTS/CHEMICALS

Containers must be labeled with the following:

Lot number

Date opened

Expiration date (if applicable)
Initials upon opening

Date received and initials

PREPARED REAGENTS

Containers must be labeled with the following:

Identity of reagent

Date of preparation

Date of expiration

Initials of preparer

Lot number—Takayama ONLY

Note: Aliquot containers/bottles of prepared reagents (e.g., Takayama aliquot bottles) should be

labeled with the same information as the original container/bottle, including the initials of the

original preparer.

PREPARED REAGENTS

Logbook must include the following:

Identity of reagent
Date of preparation

Date of expiration

Instructions on preparation of reagent

Lot numbers of solvents and/or chemicals used in preparation of reagent
A method to verify the reagent’s reliability *

Initials of the person preparing reagent

Initials of the person verifying reagent (if applicable)

Date reagent in use
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*The reliability testing shall occur before use or, if appropriate, concurrent with the test.

CONTROLS

= Specifications of appropriate controls are discussed in the Test Methods portion of this manual
(See section 9).

6.4.3.2 REFERENCE COLLECTION RECORDS

There are no reference collections maintained by the Forensic Serology Unit.

6.4.4 PERFORMANCE VERIFICATION

Before equipment is placed into service or returned into service, a performance verification will be
successfully completed. This ensures that the equipment meets all specified requirements.

Designated equipmen